IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

In re the Application of: Stamm et al 
Application No.: NOT YET ASSIGNED 
Filed: July 6, 2001 

For: FENOFIBRATE PHARMACEUTICAL COMPOSITION HAVING HIGH 
BIOAVAILABILITY AND METHOD FOR PREPARING IT 

Attorney Docket No: 107664.115US3 

Assistant Commissioner of Patents 
Washington, DC 20231 

PRELIMINARY AMENDMENT 

Prior to consideration of the above application on the merits, please enter the 
following preliminary amendment, without prejudice. 
IN THE CLAIMS : 

Please cancel claims 1-34 without prejudice, and add new claims 35-56. A clean 
copy of the pending claims is set forth in Appendix 1. A marked-up copy of the claims 
showing the amendments is set forth in Appendix 2. 
IN THE SPECIFICATION : 

Please amend the specification at pages 1 and 23. A clean copy of the amended 
paragraphs at pages 1 and 23 is set forth in Appendix 3, and a marked-up copy showing 
the changes to the specification at pages 1 and 23 is set forth in Appendix 4. 

Remarks 

After entry of the amendment, claims 35-56 are pending in the application. 
The specification has been amended to refer to the related applications and to 
amend the Abstract of the Disclosure. Added claims 35-56 are supported throughout 


f) 



Preliminary Amendment 

Continuation of U.S. Application No. 09/572,330 

the specification. No issues of new matter should arise, and entry of the amendment 
respectfully requested. 

An early and favorable consideration and allowance of claims 35-56 is 
respectfully requested. 


Date: July 6, 2001 

HALE and DORR llp 

1455 Pennsylvania Avenue, NW 

Washington, DC 20004 

Phone: 202-942-8400 



Respectfully submitted, 


Appendix 1 - Pending Claims 

35. (New) An immediate-release fenofibrate composition comprising granulates, 
wherein said granulates comprise inert hydrosoluble carrier particles, which are either isolated or 
agglomerated together, and fenofibrate particles with a particle size below 20^m in admixture 
with a hydrophilic polymer adhering to the surface of the inert hydrosoluble carrier particles, 
wherein the granulates optionally comprise an outer coating or are optionally agglomerated. 

36. (New) The composition of claim 35, wherein the inert hydrosoluble carrier 
particles have a particle size between 50 and 500 microns. 

37. (New) The composition of claim 36, wherein the inert hydrosoluble carrier 
particles have a particle size between 100 and 400 microns. 

38. (New) The composition of claim 37, wherein the inert hydrosoluble carrier 
particles are comprised of lactose. 

39. (New) The composition of claim 35, wherein the granulates are produced by a 
process comprising spraying a suspension of the fenofibrate particles onto the inert hydrosoluble 
carrier particles. 

40. (New) The composition of claim 39, wherein the granulates are produced by a 
fluidized-bed granulation technique. 

41 . (New) The composition of claim 40, wherein the fluidized-bed granulation 
technique comprises spraying a suspension of the fenofibrate particles with the hydrophilic 
polymer, and optionally a surfactant, onto the inert hydrosoluble carrier particles in a fluidized 
bed. 

42. (New) The composition of claim 35, wherein the immediate-release fenofibrate 
composition is in the form of a tablet. 

43. (New) The composition of claim 35, further comprising a surfactant with the 
fenofibrate particles and the hydrophilic polymer. 
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44. (New) The composition of claim 35, wherein the hydrophilic polymer is 
polyvinylpyrrolidone. 

45. (New) The composition according to claim 45, wherein the surfactant is sodium 
laurylsulfate. 

46. (New) An immediate-release fenofibrate composition comprising granulates, said 
granulates comprising inert hydrosoluble carrier particles having a particle size between 100 and 
400 microns, which are either isolated or agglomerated together, and fenofibrate particles with a 
particle size below 20[Am in admixture with a hydrophilic polymer, adhering to the surface of the 
inert hydrosoluble carrier particles, wherein the granulates optionally comprise an outer coating or 
are optionally agglomerated, wherein the granulates are produced by fluidized-bed granulation 
which comprises spraying a suspension of fenofibrate particles with the hydrophilic polymer, and 
optionally a surfactant, onto the inert hydrosoluble carrier particles in a fluidized bed. 

47. (New) The composition of claim 47, wherein the inert hydrosoluble carrier 
particles are comprised of lactose. 

48. (New) The composition of claim 46, wherein the immediate-release fenofibrate 
composition is in the form of a tablet. 

49. (New) The composition of claim 46, further comprising a surfactant with the 
fenofibrate particles and the hydrophilic polymer. 

50. (New) The composition of claim 46, wherein the hydrophilic polymer is 
polyvinylpyrrolidone. 

5 1 . (New) The composition of claim 49, wherein the surfactant is sodium 
laurylsulfate. 
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52. (New) A method for preparing the composition of claim 1 , comprising the steps 

of: 

(a) preparing a fenofibrate suspension in micronized form with a particle size below 20 
|im in a solution of a hydrophilic polymer, and optionally a surfactant; 

(b) spraying the fenofibrate suspension from step (a) to inert hydrosoluble carrier 
particles to form granules; and 

(c) optionally coating the granules from step (b) with one or several phase(s) or layer(s). 

53. (New) The method of claim 52, wherein step (b) is carried out in a fluidized-bed 
granulator. 

54. (New) The method of claim 52, further comprising compressing the product of 
step (b) or compressing the product of step (c). 

55. (New) A method for preparing the composition of claim 46, comprising the steps 

of: 

(a) preparing a fenofibrate suspension in micronized form with a particle size below 20 
nm in a solution of a hydrophilic polymer, and optionally a surfactant; 

(b) spraying the fenofibrate suspension from step (a) to inert hydrosoluble carrier 
particles having a particle size between 100 and 400 microns to form granules in a fluidized-bed 
granulator; and 

(c) optionally coating the granules from step (b) with one or several phase(s) or layer(s). 

56. (New) The method of claim 55, further comprising compressing the product of 
step (b) or compressing the product of step (c). 
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Appendix 2 ■ Marked-Up Copy of Claims 

Cancel claims 1-34 without prejudice. 

35. (New) An immediate-release fenofibrate composition comprising granulates, 
wherein said granulates comprise inert hydrosoluble carrier particles, which are either isolated or 
a g glomerated together, and fenofibrate particles with a particle size below 20^m in admixture 
with a hydrophilic polymer adhering to the surface of the inert hydrosoluble carrier particles, 
wherein the granulates optionally comprise an outer coating or are optionally agglomerated. 

36. (New) The composition of claim 35, wherein the inert hydrosoluble carrier 
particles have a particle size between 50 and 500 microns. 

37. (New) The composition of claim 36, wherein the inert hydrosoluble carrier 
particles have a particle size between 100 and 400 microns. 

38. (New) The composition of claim 37, wherein the inert hydrosoluble carrier 
particles are comprised of lactose. 

39. (New) The composition of claim 35, wherein the granulates are produced by a 
process comprising spraying a suspension of the fenofibrate particles onto the inert hydrosoluble 
carrier particles. 

40. (New) The composition of claim 39, wherein the granulates are produced by a 
fluidized-bed granulation technique. 

41. (New) The composition of claim 40, wherein the fluidized-bed granulation 
technique comprises spraying a suspension of the fenofibrate particles with the hydrophilic 
polymer, and optionally a surfactant, onto the inert hydrosoluble carrier particles in a fluidized 
bed. 


42. (New) The composition of claim 35, wherein the immediate-release fenofibrate 
composition is in the form of a tablet. 

43. (New) The composition of claim 35, further comprising a surfactant with the 
fenofibrate particles and the hydrophilic polymer. 
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44. (New) The composition of claim 35. wherein the hvdrophilic polymer is 
polyvinylpyrrolidone. 

45. (New) The composition according to claim 45. wherein the surfact ant is sodium 
laurylsulfate. 

46. (New) An immediate-release fenofibrate composition comprising g ranulates, said 
granulates comprising inert hvdrosoluble carrier particles having a part icle size between 100 and 
400 microns, which are either isolated or agglomerated togethe r, and fenofibrate particles with a 
particle size below 20um in admixture with a hvdrophilic polvmer. adhering to the surface of the 
inert hvdrosoluble carrier particles, wherein the granulates optionally comprise an outer coating or 
are optionally agglomerated, wherein the granulates are produc ed bv fluidized-bed granulation 
which comprises spraying a suspension of fenofibrate particles with th e hvdrophilic polymer, and 
optionally a surfactant, onto the inert hvdrosoluble carrier particles in a fluidized bed. 

47. (New) The composition of claim 47. wherein the inert hvdrosoluble carrier 
particles are comprised of lactose. 

48. (New) The composition of claim 46. wherein the immediate-re lease fenofibrate 
composition is in the form of a tablet. 

49. (New) The composition of claim 46, further comprising a surfactant with the 
fenofibrate particles and the hvdrophilic polymer. 

50. (New) The composition of claim 46. wherein the hvdrophilic polvmer is 
polyvinylpyrrolidone. 


51. (New) The composition of claim 49. wherein the surfactant is sodium 
laurylsulfate. 
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52. (New) A method for preparing the composition of claim L comprising the steps 

of: 

(a) preparing a fenofibrate suspension in micronized form with a particle size below 20 
|i,m in a solution of a hvdrophilic polymer, and optionally a surfactant: 

fh) sp rayin g the fenofibrate suspension from step fa) to inert hvdr osoluble carrier 
particles to form granules; and 

(c) optionally coating the granules from step fb) with one or several phase(s) or laver(s). 

53. (New) The method of claim 52. wherein step (b) is carried out in a fluidized-bed 
granulator. 

54. (New) The method of claim 52. further comprising compressing th e product of 
step (b) or compressing the product of step fc). 

55. (New) A method for preparing the composition of claim 46. comprising the steps 

of: 

fa) preparing a fenofibrate suspension in micronized form with a particle size below 20 
um in a solution of a hvdrophilic polymer, and optionally a surfactant: 

fh) spraying the fenofibrate suspension from step fa) to inert hvd rosoluble carrier 
particles having a particle size between 100 and 400 microns to form granu les in a fluidized-bed 
granulator; and 

fc) optionally coating the granules from step fb) with one or sev eral phasefs) or layerfs). 

56. (New) The method of claim 55. further comprising compr essing the product of 
step fb) or compressing the product of step fc). 
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Appendix 3 - Clean Copy of Specification 

The following paragraph has been inserted in the specification at page 1, line 2: 

Related Applications 

The present application is a continuation of Application No. 09/572,330 filed May 18, 
2000, allowed, which is a continuation of Application No. 09/005,128 filed January 9, 1998, 
issued as U.S. Patent No. 6,074,670, which claims priority to French Application No. 97 00479 
filed January 17, 1997. 

The following paragraph has been inserted in the specification at page 23, lines 3-14: 

The invention provides immediate-release fenofibrate compositions comprising granulates, 
where the granulates comprise inert hydrosoluble carrier particles, and particles of fenofibrate 
with a particle size below 20 \im and hydrophilic polymer adhering to the carrier particles 
surface. The invention also provides methods for preparing the compositions. 


Appendix 4 - Marked-Up Copy of Specification 

Amend the specification at page 1 by inserting the following paragraph at line 2: 

Related Applications 

The present application is a continuation of Application No. 09/572.330 filed May 18, 
2000. allowed, which is a continuation of Application No. 09/00 5.128 filed January 9, 1998, 
issued as U.S. Patent No. 6.074.670. which claims priority to French App lication No. 97 00479 
filed January 17. 1997. 

Amend the specification at page 23, lines 3-14 as follows: 

The invention provides immediate-release fenofibrate composition s comprising granulates, 
where the granulates comprise inert hvdrosoluble carrier particles, a nd particles of fenofibrate 
with a particle size below 20 urn and hvdrophilic polvmer adh ering to the carrier particles 
surface. The invention also provides methods for preparing the compositions. The invention 
providoo an immediate release fonofibratc composition comprising (a) an inert hydrosolublo 
carrier covered with at least one layer containing fenofibrate in a micronized form havin a size 
less than 20 jjm, a hydrophilic polymer and, optionally, a surfactant, the polymer making up at 
least 20% by weight of (a); and (b) optionally one or several outer phase(s) or layor(s). The 
invention also provides a method for preparing said composition. Fig.l. 


